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{c) Obtatning epproval for exempt
pzag. In order to receive exempriora for
cherrics or cherry products utillzed for
exempt purposes, handlers must apply
to the Board for a new examiition or for
renswel of an extsting exemption by
Novembat 1 for the next succesdiny
yoar, except for the 1837 year anly.
handlers may apply through Februmy &,
1888. A handler shall have one crup
year to dispose of cherriea or cherry
pruducts o exemnpr outlets saprovad by
the Board, unless gransed a renawal,
Handlers spplying ts tha Baard for &
nsw sxemption or for renowal of &
axisting examption ere subject o the
following condidong:

(1) Whien applying to the Board for an
axampton for new product
development, handlers must detatl tha
nature of thely new product, how [t
diffars from current, axisting products
and the anticipated short and long tarm
sales volume for the sxemption. It will
be the Board staff's responsibility w
enalyze and {nvestigate any recjuest and
upon completion of thal anaiysis
authariza or deny the exempdan,

(2) When spplying to the Board fur an
exsmptlon for new market devealoprnent.
handiers must detall the nature of theyr
new merkee, how it differs from ciurent,
existing markets and the anticipalad
short and long term sales voluma fur the
exempton. [c will be the Boardl swil’s
responsibility to analyze and {nvesiigals
any requast snd upen comp.ation cfthat
arialysis authorize or deny the
exemption.

(3) When applying ta the Board far an
exsmption for the developmert of
expart markets for tart cherries or cherny
preducts (Including julce and uics
concentrars through June 30, 1998 only)
in enuntrias other than Caneads, Mexico
and Japan, including the expansion of
anles i exisyng axport markets,
handlers must datall the natuts of their
product, specify whether eueh product
ditfers from current products belng sold
in export markets, and astimate the
anucipated short end long tarm eales
volumaes for the requested exempitur.

{4} When applying to the Beard 1ar an
exemption for experimental purpouas,
hanaters must Indicate the preltminesy
and/or developmantal experirieriil
activily. Such expecrimental purpiies
should be tntended to result in new
products, new applications ard/nr naw
markets fur axisting tart cherry
praducts. Any exemption for
exparimaental work shall he limitac in
scape, duratlon and velumo which the
proposing party shall specily at the dmse
a requast for exemption {s rnade. in1 no
case shall an exemption for
exparimantal purposes last longer than
five yeara or axceed 100,000 pouruls raw

" product aquivalent par handler of tan

clierries during the durstion of the
expariment.

(d) Review of applications. A Board
appointed subcommittes of thres
persons which shell Includa the
mmansger (or a Board member acung in
the Manager's stesd), the publie mamber
and one Indusuy person who [s not on
tha Board. shall revisw applications for
exemption of renewsl of excmption and
sither approve o deny the exemption.
Any denial of an application for
exempdon or renewal of 8n existing
exemption shall ba served on the
gpplicant by certified mail and shall
state the reasons for the dental. Within
10 days efter the receipt of 8 denial, tha
applicant may file un uppeal, {n writing,
with the Deputy Administratar, Fruit
and Vegetable Programas, supported by
any arguments and evidence the
applicant may wish to offer a3 to why
the application for exeinplon of
renswil of axemption should have been
approved. The Deputy Administrator
upon consideration of auch appeal will
take such action as deamad approprists
with respect to tic application for
exemption or ranawal of exemption,

(a) Progress report. Each handler that
Is granted sn exemption must submit to
the Boerd an annuil prugress report,
due May 1 of aach crop year. Tha
progress raport shall inglude the results
of the exempuon activity (comparizon of
{ntendad activity with actual activity)
fur thie ywas in it entirety. the volume
of exempted frult, an analysis of the
success of the exemption program, and
such othar informadon as the Board
may request.

{f) Divercion eredit; fajlure to medt
terms and condftions of exemnptian.
Handier diversion certificatws (or
exempt usss shall ba {ssued to handlers
providod (hat terms and cenditions
applicable to exemnpt uses are satisfiad.
Diversion certificatss will not be {ssusd
10 handlers for any voluine of tart cherry
praducts far which such terms and
conditions ars nat satisfled and such
cherries would be subject to all of the
tarms and conditions of §§ 930.41.
930.44, 830.51, 930.53, and 8§ 030.55
through 830.57.

(W Fallure to incet terms and
canditions for exempuon. Upon
termination of an exempuon, any
volume of tart cherry products that were
grantad an axsmption but were not
utilized for the authorized exemp?
purposs wauld be subject (o all of the
terms and canditions of §8§830.41,
930.44, 930.51, 830,43, und §5930.55
through §30.57.

Datsd: Dacemnber 30, 1807,
Enrtque E. Figuerca.
Actulf Administratar, Agrioultural Marketing
Service.
[FR Doc, 98-283 Filad 1-5-0R: §:34 am|
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DEFARTMENT OF AQRIOULTURE

Animai ang Plant Haaith Inspsction
Sarvice

8 CFR Parts 94 and 86
[Docket No, 97=127~1]

Reatriotione on the Importation af
Ruminants, Meat and Meat Produete
From Ruminantas, and Canain Qther
Rumlagnt Products

AQENCY; Anlmal ond Plant Heslth
Inspection Service, USDA,

ACTIONI [nterim rule and request for
commants,

BUMMARY: We are amending the
regulations governing the tmpnrtatinn
{nw the United Statss of ruminants,
meeat and meat products from
rurninants, and other ruminant products
to restrict the imporwdon of live
ruminants. meat end meat products
from runilnants, and certedn other
ruminant products from cauntmas in
which bovine sponglform
encephalopailiy (BSE) may exise. This
action {3 nacessary to ensure that
onirnals and anirnal products affacted
with BSE are not linpuctsd Into the
Unired States.

DATES: Intertm rule effective December
12, 1987. Constidaration will be given
only to comments reeetved on or before
March 8, 1988,

aponegsent Please sond an original and
three copies of your conunents
Daekst No. 87=127-1, Regulatory
Analysis and Developrnent, PPD,
APHIS, suite 3C03, 4700 River Road
Untt |18, Riverdale, MD 20737-1238,
Please siate thet your comments rafer to
Docket N9. 87-127-1. Commants
received may be inspected at USDA.
room 114}, South Building, 14th Street
and Independence Avenue SW.,
Waszhington, DC, between 8 a.m. and
4:30 p.m.. Monday through Friday,
sxcapt holidays, Persons wishing 1o
inspect comments are requestad to csll
ahend on (202) 890-26817 o facllitate
entry into the comment reading room.
FOR PUATHER (NFORMATION CONTACT:

Dr. Julia Sturm, Suparvisory Staff
Vetarinarian, Products Program,
National Center for Import and Bxport.
VS, APHIS, USDA Center. Unlt 40, 4700
Rivar Rnad, Rivardale, MD 20737-1231,
(301) 734-3290,
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SUPPLEMENTARY INFORMATION:

Background

The regulations in § CFR parws 92 83.
94, 95, and 56 (referred to below a3 the
regulations) govern the importation of
certaln animals, birds, poultry, meas,
other animal products and byproduits,
hay, and straw into the [Infted States in
order to prevent the Introducton of
varlous animal diseases, Including
bovine spongtform encephalopathy

S

BSE is a nsurclogical disease of
bovine an{mals and other ruminanti ang
18 riot ksiown 1o exiat in the United
Statas,

It appears that BSE Is primarily
spread through the use of rumntnant feed
containing protein and other produrts
from ruminants infected with BSE.
Therefors, BSE could become
establishad {n the United Stetas if
materiols carrying the BSE agent, such
as cerwatn meat and other animal
products and byproducts from
ruminants infectad with BSE, are
{mported (o e Untied States ancl are
fod to ruminants in the Unitad Statrs,
BSEB could also become establinhed in
the Unitad States if ruminants fro:n
countriss or other regions in which BSE
ax!5t3 are imported.

Sections 84.18, 85.4, and 86.2 of -he
regulations prohiblt or restrict the
importadon of cerwain (neat and other
animal praducrs and byproducts fram
ruminants that have been {n regioz in
which BSE exists. These reglons, wiich
currantly consist only of countrias, are
Yistad In §94.16 of the regulatians,
Furthermore, § 93.404(;)?3) arates that
the An{mal snd Plant Health Inspection
Service (APHIS) may deny the
imporatdon of ruminants from regiang
where a communicable diseaga such us
BSE exisis, The current regulationa at
§94.18(a) list tha follawing countries as
reglons in which BSE exdsts: Belglum,
France. Great Britain, Northern {rafand,
the Republic of Ireland. Luxembourg,
The Netherlends, Omsn, Portugal, and
Swirzerland.

We now constdar it necessary to
restrict the importation of ruminans,
meat and meat products fromn
rurminants, and certain ruminent
products and Lyproducts net anly irom
countries and othsr regions in which
BSE is known to exdst, but elso fram
countries and olher regions which.
because of {mport requirements luas
restrictive than thoze that would b
accapiable for impon into the United
States and/or because of inudequals

survelllance, present a significans risk o

inroducing BSE. Specifically. we
consider {t necessary to apply these
restricdons to all countriea of Eurepe. In

addition to the countries listed ahave,
wo are spplylng such restrictions to
Albanis. Austria, Bosnia-Herzegovina,
Bulgeris, Croatla, the Czech Republic,
Denmark, the Federal Rapublic of
Yugoslavia, Finland, Germany, Greece,
Hungary, ltaly, the former Yugoslav
Republic of Macedonia, Norway,
Poland, Romania, tha Sinvak Republic,
Sluvenla, Spsin, and Sweden.
Additionglly. (n this rule, in the st
of reglons {n which BSE exiss. we 8re
Including Great Britein and Nerthern
Ireland undar “‘United Kingdom,"
which also encompass The Falklands.

Reasons for New Restrictions

Our dacisian to establish the
restrictions sct forth in Yus interim rule
{s based on recent developinents tn
Europe that tead us to belisve that the
BSE agent mey be presant, but as yet
unidetected, throughout Zurope. The
Nathorlands, Belgium. and Luxembourg
have recently reported their first cases
of BSE in native-born cantle.
Additionally. Balg{um and Luxembour
have reported that cattie diagnoaed wit
RSE wera {nadvertently processed into
the animal food chain. Becausa of the
movamant of rurninants and ruminant
produets within Europe, the poasibulity
exists that this potentislly conuminated
animal [eed may have been moved from
Belglum and Luxambourg to other
European counuies,

We consider the risk gosed by this
potentis] movement to be sspacially

rest in lght of new scientific research
that has identified B3E infecavity in
borne marrow, doraal root ganglion, and
trigaminal ganglion. This new research
expanda the iist of gpacific bovine
tissues and organs of concern for BSE

-infectively. Previouly. the list tncluded

only terminal (diseal) {leum. brain, eye
(retina), and spinal card. Based on
ongoing reszarch, {t appears likely that
othor tlssuss may contain the BS
infecuous egent.

Therefore, we are amending the list in
§04.18(a) to includa the eountries
discussed above. Dus 1o the research
findings that additlonal dssues may
contain the BSE infectious agent, we ars
als0 emanding §94.18(b) © remove an
excaption that allowed fresh, frozen,
and chilled meat and meat products to
be mnported tato thie Urdted States from
countries Hsted in §94.18(2) 1f the meat
was deboned, fres of visually
1dennfiable lymphatc and nerve tssue,
and met certaln othar requirements.

In pare 08 of tha regulations, §98.2(h)
prohibies the Inipudtation of bovine
casing, exeapt stomachs. that originated
in or were processed {n any country
whare BSE exists, as listed In existing
6§04 18(a). In this {ntaeim rule, we are

rewerding that rafetence in §86.2(b) so
that it also encompasses tha cauntrias
wo are adding to § 04,18(e) tn this
{nterim rule. and are changing the
heading to the section accetdingly.
Additionally, we are expanding the
prohibitinn on casings to include thoss
from both bovines and other ruminants.
Because the following fproducu
prasent a minimal risk of BSE
transmission, we have not been
prohibiting their importadon from BSE-
offectad sountries under the sxisting
regulations, snd we are excluding them
fram rhe rastrictions established by this
{interim rule: samaen, milk and milk
products, hides and skins, tallow and
ullow derivatives, and cartain blood
products used in microbiolegic media.

Prucedures for Requesting Removal of
Raatrictions

in 884.18(8)(3) of this rule, we
provide that countries or other ragions
that wish ta request remova) from the
st of reglons considared high risk for
BSE must submit to APHIS cortain
informacian dascribed tn §92.2 of the
regulstions. This information is as
follows;

i, The ruthority, organization, and
infrastructure of tha vaterinary ssrvices
orgamadon in the region (counn% .

. Disease status==1.e., is the B3
sgent known to exist in ths region? If
“yes," at what prevalence? If ''no,”
"whan was the most recent diagnosis?

3. The sustus of adjacent reglons with
respsct to the agen.

. Tha axtent of an active d1s8ase
control progeam, if any, if the egent is
known to exist in the reglon.

5. The degree to which the ragton 18
separated from regions of highar risk
throgﬁ:a physical ur other barriera.

8. The extent to which movement of
snimials and animal products is ,
controlled from regions of higher rak,
and the level of blosecurity regarding
such movements,

7. Livestock demographics and
marketing practices {n the region.

9. The type and extent of disease
survailiance in the reglon==e.g., is it
pasgive and/or active; what (s the -
quunidty and quality of sampling and
tasting/

9. stic laborawry capabilities.
10. Policies and infrastructurs for
arumal disease control Lui the reglon—
i.e.. emergency respansa capacity,

Emergoncy Actlon

The Adminlatrator of the Animal and
Plant Health Inspection Service hac
determined that &n smergency exists
that warrants publication of this interim

rule without pricr opportunicy for
public comumeant, We are making this
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action effectyve ratroactively tu
Decamibar 12, 1997, which {s tha dats
APHIS tssued & policy stating it had
stopped 18suing impon permilis fur the
live ruminants and ruminsant products
and viy_'groduct: covered by this interdm
rula. This ettective date 13 necessary o
ensure that ruminant and rurninant
products and byproducts infecied with
BSE sre not importad inta the United
States.

Because prior notice and sthar pubdlic
procedures with respect to this action
are {mpracticable and contrary to the
public interest under thess conditions,
we find good cause under 5 U.S.C. 533
10 make the rule effscilve Dezamber 12,
1997 We w{ll consider comrnents that
are received within 80 days of
publication of this rule in the Fedural
Register, After the comment period
closes, we wlll publish another
dnenmeant in the Federal Register. [t
will tnclude a discuseion of any
comments we receive and sny
1mandments we 8t8 making to the rule
as 8 result of the commaentas,

Executive Order 12868 and Reguln:ory
Flaxibility Act

This rule has besn reviswad uncier
Executive Ordar 12868, For -his action,
the Office of Management and Budjjet
has walved 1ts review proceys required
by Executive Order 12868,

This amargensy situation makes
complisnce with section 603 and timaly
complience with section 604 ol U
Ragiiarory Flaxibility Act (§ U.S.C. 401
er 3¢q) Impracticeble. If we detormine
this rule would have a significant
sconomic impace on & substantial
number of small entitics, then we vll
discuss the issues rajsed by section; 804
of the Regulatary Plexibility Azt in our
Final Regulatery Flextbility Analysls,

Exsacutive Order 12083

This rule has been reviewed undur
Exscutive Order 12088, Civil Justiea
Raform. This rule: (1) Preempts all State
and local laws and regulaticns that are
inconsistent with this ruls; (2) has
rewoacuve effect o December 12, 1997;
and (3) doas not require administretivs

roceedings befors parties rany filo suit
n court challenging this ruls.

Paperwork Reduction Act

In accordance with the Papurwark
Reduction Act of 1895 (44 U.S.C. 3301
et seq.). the Infermaton collection o¢
racordkesping requirements Inclucled {a
this rule have haan approved by ths
Office of Manegemant snd Budget
(OMB), and thers ars no new
requirements. The assigned OME
control number is 0579-0040.

List of Subjests

9 CFR Part 64

Animal diseasss Impons, Livestock.
Meat end meat products, Milk, Poultry
and poultry products. Reporting and
recordltceping requiremants.

§CFRPart 56
Imports, Livestaek, Roporting and
recordkeeping requirernsnts.

Accordingly. we are amenaing 8 CFR,
chapter I, subchapter D. as follows;

PART $4-~RINDERPEST, POOT-AND-~
MOUTH DISBASR, FOWL PEST (FOWL
PLAGUE), EXOTIC NEWCASTLR
CISEASE, AFRICAN BWINE FEVER,
HOG CHOLERA, AND BOVINE
SPONGIFORM ENCEPHALOPATHY;
PROMIBITED ANO RESBTRICTED
IMPORTATIONS

f. The suthorlly cltation for part 94
continues to read as follows!

Authority: 7 U.S.C. 147s, 150es, 181, 182,
and 440; 19 U.8.C. 1306, 21 US.C. 111, 1148,
134, 134b, 134c, 134f, 136, and 136e: 31
U.8.C. 8701; 42 US.C. 4331 and 4382: 7CFR
2.22, 2.80, and 371.2(Q).

§84,16 [amanded)

2. Section 94.18 s ernended by
ravising the heading to the secton and
paragraphs (3} and fb) to read as follows:

§94.18 Reetlictions on Importation of
maat and saible products from ruminanis
dua to bovine spongiform ensephaicpatny,

(=)(1) Buvine spongiform
encephalapathy axists in the {ollowing
reglons: Belgium, France, the Republie
of lreland, Luxembourg, Oman, The
Natherlands. Portugal. Switzerland, and
the Untted Kingdom.

(2) The following regions, because of
{mport requiramants less restrictive than
those that would be acceptoble for
import into the United Statss and/or
becauss of inadsquate surveillancs,

resent and unduo risk of introducing

avine spangiform encephalopathy into
the United States: Albania, Austria,
Bosnia-Herzegoving, Bulgaris, Croaus,
the C2ech Republic. Denmark, the
Federal Republic of Yugoslavia,
Finland, Germany, Greece, Hungary,
Italy, the Former Yugoslav Republic of
Macedonia, Norway, Polend, Romants,
the Slavak Republic, Slovenia, Spain,
and Swedsn.

) A reglon may request at any tme
that the Administrator considers o
removal from a list set forth in

siagraphs (a)(1) or (8)(2) of this section

v following the procsduras set forth
5592.2(&:2 (1) through (4). 82.2(b) (5)
thruugh (11), and 92.2(c) of this chapter.

)] Exctpt a8 provided {n paragraph
(d) of this zsection, tha importaton of

frash. frozen. and chilled meat, meat
praducts, snd odible products other
than meat (exvluding gelatin, milk. snd
nilk products). from ruminant that have
beeri in sny of the countries listed in
paragraph (a) of this section is
prohibited.
[ ] [ ]

. [ -

PARY 96—RESTRICTION OF
IMPORTATIONS OF FORKIGN ANIMAL
CASINGS OFFERED FOR ENTRY INTO
THE UNITED 8TATES

3. Ths sutherity citation for part 88
concinuss to read as follows:

Authority: 21 US.C. 111, 136, 138s; 7 CFR
2.22.2.80, and 371.2(0).

§882 [Amended)

4. Seclon 86.2 is amended by reviaing
the h to the section and
parograph (b) to read as follows:

$98.2 Prohiblilon of vasings dus to
African awina faver ana dovine spenghorm
snaaphalopativy, :

L ] -« [ ] L ] -

{b) The {mportetion of casingy. except
stomachs, from bevines end other
ruminants thet orginated in or were
procassed {n any region listed 1n
504.18(c) of this subchapter is
prehibited,

Done tn Weshington, DC. this 31at day of
December 1997.

Joan M. Arnoldl,

Acting Adminisuator, Animal and Plant
Kealth Inspaction Serviza.

[FR D, 98~268 Piled 1-5-08: B:48 om]
BILLING GODR 3810-34-4

DEPARTMIENT OR HEALTH AND
HUMAN SERVICES

Read and Drug Adminiatration
21 CFR Parte 510, 520, and 888

New Animal Druge and Relatsd
Produocts) Change of 8ponaeor:
Corruotion

AagNcy: Food and Drug Administration,
HHS.

ACTION: Final ruls; corraction.

8UMMARY: Tha Faod and Drug
Administretion (FDA) ia correcting a
document thart appeared in the Federal
iter of October 23. 1997 (82 FR
55159). Tha document amended the
animal drug regulatons to reflect a
change of sponsor for thras new animal
drug applications (NADA's) and three
abbreviated new snimal drug
applications (ANADA'e) fmm Wade-
Jones Co., Inc., and 15 manufasturing
subsidiary Arksnaas Micro Specialties,




The following criteria are specitic for BSE risk factors. In addition to these, the standard
evaluation of veterinary infrastructure must also be met.

The OIE standards are in italics in this document, with our relevant criteria in bold listed
fmmediately after cach standesd.

_ Article 3.2.13.1;

The BSE status of a country can only be determined by continuous surveillance and monitoring.
The minimum requirements for effective surveillance are;

1) compulsory noiification and clinical investigation of suspect cases:

BSE must be a notifiable disease supported by the appropriate statutory authority.
Information should Iz provided on an ongolng basis to practitioners and farmers
to educate them nbout the disease and notification requirements.

Reported suspect cases must be examined as part of an official investigation. As
a minlmum, clinical sugpect case must include animals showing either chronic
debilitating disease or progressive neurclogic CNS signs unresponsive to
treatment In cattle over 10 months of age. Appropriate samples should be
collected and submitted for diagnosis. There are control measures on the cercass
or animal until a derermination has been made on suspect cases.

2) a risk assessment identifying the potentlal hazards for BSE occurrence:
a) Mskarising by:
i) importation of animals or embryos/ova which are potentially infected with a transmissible
spongiform encephulopathy (TSE):

Embryos/ova: Must have import requirements to minimize the risk of TSE
transmission from impoited embryos/ova. :

Live ruminants: Must not have imported ruminants from the UK since1990.
Ruminanta imported frotn any country where BSE has been identified In native
animals have been traced and are routinely monitored. Regulations should
restrict the Importation of ruminants from other countries where BSE has been
{dentifled in native ¢attle or which have high risk factors for BSE occurrence.

1f) imporiarion and szeding of potentially cuniaminated animal feedstuff to castle:

Have not Importsd rendered ruminant protein, or enlmal feed containing rendered
ruminant proteln, or rucninant offal intended for Incorporation Into animal feed
from the UK since 1987. No importations of such products from other countries
where BSE has been identifled In nutive cattle or which have high risk factors for
BSE occurrence shall take place.

1 February 25, 1998



b) indigenous risks: '
i) consumption, by ceatle, uf cuntaminared, animal-derived proteins arising from transmissible
:f:mgifann encephalopathy-infected animals and rendering processes which do nor inacrivate
the agenr:

A ruminant-to-ruminant {'eed ban s in place and effectively enforced.

Must have onguing actlve surveillance for other kmown animal TSE’s.

ii)- potential vertical transinission of BSE from cows originated from infected countries;

Ruminants imported from any country where BSE has been identified In native
animals have been traced and are routinely monitored. Offspring of BSE affected
cows are traced snd resiricted. :

3) acontinuous BSE surveiliiince and monitoring system with emphasis on risks idenrifled in
point 2) above; and : ‘

Must have had an crigoing survelllance program in place for the past § year:;

4) examination in an approved laboratory uf brain material from cattle older than 20 monshs
displuying signs C}F progressive neurologic disease in accordance with the diagnostic techniques set
out in the Manual. A sujficient number of tnvesn'gations as indicared in Tuble I of the Guidelines
for Continuous Surveillance and Moniivring of BSE (Appendix VIIIb of document 65 $G/12/CS1)

should be carried out annually;

In counrries where progressize neurologic disease incidence i3 low, surveillance should bes targeted
at cattle older than four vcar: of age displaying other progressive disanse conditions; :

Must meet this requiremsnt as stated and Frovide documentation of laboratory
procedures. In cases of progressive debilitating or neurologic disease where a
diagnesis cannot he marde, a recognized alternative additional dlagnostic method
should be done in addition to histology.

5) records of the number and results of investigarions should be maintained for at least 7 years.

Must meet this requirement as stated.

Arilcle 3.2.13.2;

Countrias may be consideres free of BSE if:
1) they have implemented a 1isk management strategy to address any risk. as identified in Arricle
3.2.13.1. point 2); and

The country must hive an appropriate risk management strategy lacluding

2 Faebruary 25, 1898



evidence of Its effective implementation that addresses risks through importation
of live ruminants, embryos/ova, ruminant feed material or other identified
indigenous risks.

2) the feeding of meat-and-bcuie meal to catile derived from ruminants originating from animal
TSE infected countries, or countries which do not have an effective and continuous surveillance
and monitoring system as described in Article 3.2.13.1. points 3) and 4) has been banned and is
effectively enforced; .

Stated previously

AND

3) a) there has been no clinicz1 case of BSE, the disease is notifiable. and an effective and
continuous surveillance and monitoring sysiem Is pructised, as described in Article 3.2.13.1.
polinis 3) and 4); or .

Stated previously

b) all cases of BSE have been clearly demonstrated to originate direcily from the importation of
live cartle nriginaning from BSE tn[ecred countries, provided that the disease Is mada notifiable and
suspect animals dre slaughtered, investigated and, {f disease s confirmed, completely destroyed
and an effective and coruinuciis surveillance and monitoring system is practised, as described in
Article 3.2.13.1, points 5) anid 4); vr

Must meet this ruquirement;

c) BSE has been cradicuted (under study).

3 February 25, 1988



BSE SURVEILLANCE AND MONITORING QUESTICNNAIRE

‘The OIE standards (International Animal Health Code. r 3.2.13) ar¢ In italics in this
document, with the relevant questions listed immediatcly after the standard.

Article 3.2.13.1;

The BSE status of a couniry con only be determined by continuous survetllance and monitoring.
The minimum requirements for effective surveillance are:

1) eompulsory notification and clinical Invesrigation of suspect cases:

Is BSE anotifieble disease? If so, by whom - private veterinarian, farmer, ¢tc...? Please cite the
legal suthority. Please descri:e educational efforts about BSE and to whom they are given.

Describe the process for un Investigation of suspects, including a description of your clinical
definition of suspect, includipg age. Who performs the investigation? What controls are placed an
the animal/carcass, herd, offspring, etc..?

2) u risk assessment identifying the potential hazards for BSE accurrence:
a) risk arising by:
i) importarion of unirnals or embryos/ova which are potentially infected with a transmissible
sponglform enccphalopartky (TSE):

Please list the countries which you consider affected with BSE. Do you restrict the import of
ruminants and/or their eimbry:s from BSE-affected couniries?

Have live ruminants been inported? If yes, list totals imported by country of origin and date of
Importation, from 1988 until present. What requirements, if any, relatcd 1 TSE's wete nccessary
for these imports?

Have bovine or ovine erribryos been imported? If yes, list totals imported by country of origin and
date of importation, from 1963 untll prescnt. What requirements, if any, related to TSE's were
uecessary for these impouts?

ii) importation and freding of potentially contaminated animal feedstuff to cattle.

Has rendered aniinal protein, or animal foed containing rendered animal protein, been imported? If
yes, list totals imported by country of origin and dats of importation « (11’p possible to separate by
mammalian protein vs. non-rmammulian please do so) - from 1987 until present. What
requirements, if any, were n2ceseary for these importations? Are any post-import requirements in
place for these products’ Please describe these posi-import requirements in detail,

Ilas any ruminant offal ieen imparted? If yes, list totals of each product imported by country of
origin and date of imporation, [rom 1987 until present.  What restrictions are in place for either
the import of these products <r their end use aftec import?



b) Indigenous risks:
i) consumption, by cartls, of contaminated, animal-derived proteins artsing from transmnissible
erongffbnn encephalopath:-infecred antmuls und rendering processes which do not inactivate
the agent: ' ' '

Do you restrict feeding ruminant (or mamumalian) products to ruminants? If yes, describe
specifically the restrictions ans. the month and year they took effact. How are these restrictions
cnforced? Do you use testing procedures to determing the freedom of memmalian protein? If yes,
please describe the procedures and the results.

Do you restrict tissues which riay be rendered to produce meat-and-bone meal? If yes, describe
the restrictions and when (hicy (ook effect. Do you requirs specific time and temperature
m?uircmc«m.s for rendering pricesses? If yes, dascribe these requirements and when they took
sffect.

Is scrapie & notifiable disease {n your country? Please list how many annuel cases of scrapie you
have had and the toal adult shesp population, from 1990 until preseac. What measures are taken
when 4 positive scrapie animsl. is identified? What other control measures, if any, apply lo scrapie?
Have you had any casas of transmissible spongiform encephalopathics in other species (except
human) since 19907 If yus, please describe.  What type of surveillance ls done for TSE's other
than scrapic and BSE?

i) potential vertical iranmnission of BSE from cows originated from infected couniries;

Have you impurted cattls from DSE affected countries? If yes, plaasa specify totals from each
country and purpose (i.¢,, breeding, feeding, immediate slaughter) by year, Have Uiese animals
been located? Are they routinely mondiored or controlled in any way? Ase their brains examined
for BSE when they die? Havz you iruported sheep from BSE affected conntries? Tf yas, please
specify totals from each countxy and purpose, by yesr. Have any cases of scrapic been confirmed
In sheep imported from BSE affected countries?

-

3) acontinunus BSE surveillince and munitoring system with smphasis on risks identified in
point 2) above, and

Describe in general your survelllance system. How are animals selected to be tested for BSE -
please describe any olinical c3se definitions, including age? What {s the population from which
you are testing for BSE? ,

4) examination in an approved laboratory of bruin muierial from cattle older than 20 months
displaying signs of progressive neurologic dissase in aceordance with the diagnostic techniques set
out in the Manual. A sigficlent number of investigarions as indicated in Table I of the Cuidslines
Jor Continuous Survelllance und Monttoring of BSE (Appandix VIIIb of document 65 8G/12/CS1)
should be carried out annually;

in cuuniries where progressive neurologic disease incidence is low, survetllance should be targeted



at cattle older than four vears of age displaying other progressive disease conditions;

How many samples have been examined for BSE? Please list totals from the ycars 1990 until

present in the following
car

Formu.

Total - oattle > 20 Total - catle > 20 | Other - please explain
mariths of age with months of age wilh

proyressive CNS g:ogrossive

‘sigrus bilitating signs

How many cases of BSE, if any, have been diagnosed? How many samples have been examined
for other TSE’s? Please provide this information with totals by specics and year.

Please speeify the total population of adult cattle (dairy and beef), and adult sheep and goats, If
known, please spacify population of wild and ceptive cervids, zoo ruminents, and exotic felines,

What laboratories are performiing thase tests? Please include a ¢o

of the luboratory standard

operating procedures (SQOP's) for tests used. If an SOP is not availeble, please include minimal
information on areas of the briin examined histologically and supplemental tests used, i.e.,
immunohistochemistry, Wesiem blot, SAF. Pleass specify when supplermental tests are used and
the number completed each year. Describe the training and experience of laboratory personnal with

BSE.

5) records of the number anc! results of investigations should be maintained for at least 7 years.

What records are maintauned televant 1o BSE surveillance? Ilow long are these maintained?

Article 3.2.13.2;

Countries may be considered free of BSE if:
1) they have implemented a risk management strategy to address any risk, as identified in Article

3.2.13.1. point 2); and

If additional risk managemeni procedures not previously listed have been implemanted, please

describe.

2) the feeding of meat-and-bone meal to catile devived from ruminans originating from animal
TSE infected countries, oor countries which do not have an effective and continuous surveillance
and moniroring system «$ described in Article 3.2.13.1, points 3) and 4) has heen banned and (s

effectively enforced;

If you have additional information not provided previously in reference to feed ban, please Jist
here. There is no need tis repizat previously stated material,

AND -



3) a) thera has been no clinica! case ?‘ BSE, the disease is notifiable, and an effecitve and
continuous surveillance and monitoring system Is practised, as described in Article 3.2.13.1.

points 3) and 4); or

If you have additional information not provided previously in reforeace to monitoring and
surveillance, please list hiere, There is no nced to repeat previously stated matsrial,

b) all cases of BSE have heen clearly demonstruied to originate directly frora the importation nf
live cattle originating from BEE infected countries, proviaé:i that the disease Is made norfiable und
suspect animals are slaughtered, investigated and, if disease Is confirmed, completely destroyed
and an cffective and continuous surveillance and monitoring system ls practised, as described in
Article 3.2.13.1. polnts 3) anii' 4); or

If BSE has been diagnozed in vour country: Describe cach case of BSE diagnosed in the past 7
years, including relevant epidemiology.

¢) BSE has been eradicaied riunder study).



